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SUMMARY: The Food Safety and
Inspection Service (FSIS) is amending
the poultry products inspection
regulations to establish a new
inspection system for young chicken
and all turkey slaughter establishments.
Young chicken and turkey slaughter
establishments that do not choose to
operate under the new poultry
inspection system may continue to
operate under their current inspection
system. The Agency is also making
several changes to the regulations that
will affect all establishments that
slaughter poultry other than ratites. This
final rule is a result of the Agency’s
2011 regulatory review efforts
conducted under Executive Order 13563
on Improving Regulation and Regulatory
Review.

DATES:

Effective Date: October 20, 2014.
Notification Date: All young chicken
and turkey slaughter establishments will
initially have until February 23, 2015, to
notify their District Office in writing of

their intent to operate under the New
Poultry Inspection System (NPIS).
Establishments that do not notify their
District Office of their intent by
February 23, 2015, will be deemed to
have chosen the inspection system that
they are currently operating under.
Young chicken and turkey slaughter
establishments that decide that they
would like to convert to NPIS after the
initial notification date may notify FSIS
of their intent at any time after that date.
The Agency will implement the NPIS in
the additional establishments that
intend to convert on a schedule
consistent with Agency resources and
readiness. The Agency intends to
implement the NPIS in all young
chicken and turkey establishments that
choose to operate under the NPIS,
regardless of when the establishment
notifies FSIS of its intent to transition to
the NPIS. However, the initial
implementation wave will only include
those establishments that submitted
their notifications within the initial
notification period.

After October 20, 2014, FSIS will
begin selecting from those
establishments that have notified FSIS
of their intent to switch to the NPIS. The
Agency will use a computerized ranking
system to determine the schedule of
establishments for implementation of
the NPIS. This ranking system will take
into consideration several factors, such
as FSIS staffing needs, past performance
of the establishment, the location of the
establishment with respect to other
federally-inspected establishments, and
establishment readiness to transition to
the NPIS. FSIS will implement the NPIS
in phases by clusters of establishments
in close geographic proximity to one
another. The initial implementation
wave will only include those
establishments that notified FSIS of
their intent to switch to the NPIS during
the initial six-month notification period.
FSIS expects that in subsequent years
many more establishments will choose
to transition to the new system. The
Agency’s implementation strategy for
the NPIS is described in more detail in
the preamble to this final rule.

Applicability Dates: The regulations
that prescribe procedures for controlling
visible fecal contamination in 9 CFR
381.65(f), the regulations that prescribe
procedures for controlling
contamination throughout the slaughter
and dressing process in 9 CFR 381.65(g),
and the regulations that prescribe
recordkeeping requirements in 9 CFR
381.65(h) will be applicable as follows:

¢ In large establishments, defined as
all establishments with 500 or more
employees, on November 19, 2014;

o In small establishments, defined as
all establishments with 10 or more
employees but fewer than 500, on
December 19, 2014;

e In very small establishments,
defined as all establishments with fewer
than 10 employees or annual sales of
less than $2.5 million February 17,
2015.

FOR FURTHER INFORMATION CONTACT:
Daniel Engeljohn, Assistant
Administrator, Office of Policy and
Program Development, FSIS, U.S.
Department of Agriculture, 1400
Independence Avenue SW.,
Washington, DC 20250-3700, (202) 205—
0495.

SUPPLEMENTARY INFORMATION:

Executive Summary

In January 2011, President Obama
issued Executive Order (E.O.) 13563 on
Improving Regulation and Regulatory
Review. As part of this E.O., agencies
were asked to review existing rules that
may be outmoded, ineffective,
insufficient, or excessively burdensome,

and to modify, streamline, expand, or
repeal them accordingly. As a result of
FSIS’s regulatory review efforts
conducted under E.O. 13563, on January
27,2012, the Agency published a
proposed rule to modernize poultry
slaughter inspection (‘“Modernization of
Poultry Slaughter Inspection,” 77 FR
13512). This final rule adopts, with
modifications, the provisions in the
January 2012 proposal. FSIS is issuing
this rule to facilitate pathogen reduction
in poultry products, improve the
effectiveness of poultry slaughter
inspection, make better use of the
Agency’s resources, and remove
unnecessary regulatory obstacles to
innovation.

This final rule will establish a New
Poultry Inspection System (NPIS) for
young chicken and all turkey slaughter
establishments. The NPIS will not
replace, as was proposed, the current
Streamlined Inspection System (SIS),
the New Line Speed Inspection System
(NELS), or the New Turkey Inspection
System (NTIS). As such, young chicken
and turkey slaughter establishments
may choose to operate under the NPIS
or may continue to operate under their
current inspection system, i.e., SIS,
NELS, NTIS, or Traditional Inspection,
as modified by this final rule.
Establishments that slaughter poultry
other than young chickens or turkeys
are not eligible to operate under the
NPIS unless they obtain a waiver under
the Salmonella Initiative Program. The
Agency is not limiting the number of
online inspectors in Traditional
Inspection to two, as was proposed.
FSIS will continue to staff all
establishments that do not choose to
operate under the NPIS with their
current number of online inspectors.

The NPIS is designed to facilitate
pathogen reduction in poultry products
by shifting Agency resources to allow
FSIS inspectors to perform more offline
inspection activities that are more
effective in ensuring food safety, while
providing for a more efficient and
effective online carcass-by-carcass
inspection. Data from the Agency’s
Hazard Analysis and Critical Control
Point Systems (HACCP)-Based
Inspection Models Project (HIMP) pilot
study,* which was used to inform the
NPIS, show that an inspection system
that provides for increased offline
inspection activities that are more
directly related to food safety results in
greater compliance with sanitation and
HACGCP regulations, carcasses with

1See “Evaluation of HACCP Inspection Models
Project (HIMP), August 2011 (available on the FSIS
Web site at: http://www.fsis.usda.gov/wps/wem/
connect/fcd9ca3e-3f08-421f-84a7-936bc410627¢c/
Evaluation_ HACCP_HIMP.pdf?’MOD=AJPERES).


http://www.fsis.usda.gov/wps/wcm/connect/fcd9ca3e-3f08-421f-84a7-936bc410627c/Evaluation_HACCP_HIMP.pdf?MOD=AJPERES
http://www.fsis.usda.gov/wps/wcm/connect/fcd9ca3e-3f08-421f-84a7-936bc410627c/Evaluation_HACCP_HIMP.pdf?MOD=AJPERES
http://www.fsis.usda.gov/wps/wcm/connect/fcd9ca3e-3f08-421f-84a7-936bc410627c/Evaluation_HACCP_HIMP.pdf?MOD=AJPERES
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lower levels of visible fecal
contamination, and carcasses with
equivalent or lower levels of Salmonella
contamination.

Key elements of the NPIS include: (1)
Requiring that establishment personnel
sort carcasses and remove unacceptable
carcasses and parts before the birds are
presented to the FSIS carcass inspector;
(2) shifting Agency resources to conduct
more offline inspection activities that
are more effective in ensuring food
safety, which will allow for one offline
verification inspector per line per shift
and will reduce the number of online
inspectors to one; (3) replacing the
Finished Product Standards (FPS),
which will apply to establishments that
continue operating under SIS, NELS,
and NTIS, with a requirement that
establishments that operate under the
NPIS maintain records to document that
the products resulting from their
slaughter operations meet the definition
of ready-to-cook (RTC) poultry; and (4)
authorizing young chicken slaughter
establishments to operate at a maximum
line speed of 140 birds per minute
(bpm), provided that they maintain
process control.

Under all of the current inspection
systems, online inspectors visually
inspect every carcass, with its
corresponding viscera, at fixed locations
on the evisceration line immediately
after separation of the viscera from the
interior of the carcasses. The online
inspectors are responsible for
identifying unacceptable carcasses and
parts, examining carcasses for visual
defects, and directing establishment
employees to take appropriate corrective
actions if the defects can be corrected
through trimming or reprocessing. The
maximum line speeds authorized under
the existing inspection systems reflect
the time it takes for an inspector to
effectively perform the online carcass
inspection procedures required under
these systems.

Under the NPIS, there will be one
online carcass inspector (CI) and one
offline verification inspector (VI)
assigned to each evisceration line. As
under the HIMP inspection system, VIs
and CIs under the NPIS will have
different but complementary roles in
ensuring that poultry products leaving
the slaughter line are safe and
wholesome. Under the NPIS, Cls will
conduct a continuous online inspection
of each carcass at a fixed location
immediately before the chiller to
determine whether each carcass is not
adulterated. CIs under the NPIS will be
able to conduct a more efficient and
effective online carcass inspection than
online inspectors do under the current
inspection systems because the Cls are

presented with carcasses that have been
sorted, washed, and trimmed by
establishment employees, and are thus
much more likely to pass inspection.

The VIs under the NPIS will conduct
offline food safety-related inspection
activities and will monitor and evaluate
establishment process controls. The VIs
will conduct carcass verification checks
on carcass samples collected before the
CI station to ensure that the
establishment is effectively sorting
carcasses and that it is producing
products that comply with the Agency’s
zero visible fecal tolerance and other
performance standards. The VI and CI
will work with the inspector-in-charge
(IIC) to ensure that the carcasses
presented to the CI are not affected with
food safety defects or other conditions at
levels that may impair the CI's ability to
effectively inspect each carcass. VIs will
also perform offline activities in
addition to carcass verification checks,
such as verifying compliance with
sanitation standard operating
procedures (SOPs), sanitation
performance standards (SPS), and
HACCP regulatory requirements, and
ensuring that the establishment is
meeting all regulatory requirements and
is effectively preventing contamination
by enteric pathogens and fecal material
throughout the entire slaughter and
dressing process.

The fastest maximum line speed
authorized under the current inspection
systems is 140 bpm under the SIS for
young chickens. To determine line
speeds for SIS, FSIS conducted field
and work measurement studies of
online inspectors to determine the time
needed for an inspector to perform the
SIS inspection procedure. The studies
showed that online inspectors can
perform the SIS inspection procedure at
line speeds of up to 140 bpm if each
inspector is presented with up to 35
bpm. Thus, under SIS, establishments
with automated evisceration equipment
may operate at 140 bpm with four FSIS
online inspectors assigned to the line.
The maximum line speeds authorized
under the other inspection systems are
91 bpm with three online inspectors for
NELS, and 51 bpm for light turkeys with
two online inspectors and 45 bpm for
heavy turkeys with two online
inspectors for NTIS. As noted in the
proposed rule, Traditional Inspection is
typically employed at smaller lower
production volume establishments that
eviscerate carcasses by hand (77 FR
4410). Thus, the maximum line speeds
authorized under Traditional Inspection
are slower than those under SIS, NELS,
and NTIS. The maximum line speed for
young chickens under Traditional
Inspection is 64 bpm with four online

inspectors. The maximum line speed for
turkeys under Traditional Inspection is
39 bpm with three online inspectors.

As discussed in more detail later in
this document, since 2007, HIMP young
chicken establishments have been
authorized to operate at line speeds of
up to 175 bpm, depending on their
ability to demonstrate consistent
process control. Experience from the
HIMP pilot shows that HIMP
establishments operate with an average
line speed of 131 bpm, and, although
they are authorized to do so, most of the
young chicken HIMP establishments do
not operate line speeds at 175 bpm.
Establishments determine their line
speeds based on their equipment and
facilities, bird size and flock conditions,
and their ability to maintain process
control when operating at a given line
speed. In addition, line speeds under
HIMP depend on the number of
employees that the establishments hire
and train to perform sorting activities.
Although the maximum line speed
under the NPIS is 140 bpm and not 175
bpm as authorized under HIMP, FSIS
believes that establishments choosing to
operate under the NPIS will determine
their line speeds based on the same
factors that establishments considered
when setting line speeds under HIMP
for the past 15 years.

Regardless of line speed, because
HIMP and NPIS do not require that
establishments configure their
evisceration lines to accommodate more
than one online carcass inspector,
establishments operating under the
NPIS will have greater control over their
lines and greater flexibility over their
production process. For example, as
under HIMP, establishments operating
under the NPIS will have the flexibility
to reconfigure and consolidate lines if
they determine that they need more
space to conduct other activities in their
facilities. In addition, because only one
online inspector is required at the end
of the line, establishments operating
under the NPIS will not need to adjust
their production based on the
availability of FSIS inspection
personnel to be stationed online.
Establishment employees will staff the
lines to perform the online sorting
activities. Establishments that operate
under NPIS will also have greater
flexibility to increase production to
respond to customer demands.

As under HIMP, in addition to having
more control over their production
process, establishments operating under
the NPIS will also have more
opportunities for innovation and greater
flexibility to develop and implement
certain types of new technologies.
Currently, if an establishment operating
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under the existing inspection systems
wants to use new technologies for
evisceration or for sorting, the
establishment must work directly with
the Agency to accommodate FSIS‘s
online slaughter inspection
methodologies. Doing so takes time and
can become an obstacle to innovation.
Under the NPIS, establishments will
have direct control of the sorting
process within their facilities and
therefore will have the flexibility to
implement and assess the technologies
they think are beneficial to their
operations.

In addition to the NPIS for young
chickens and turkeys, this final rule
includes changes to the regulations that
will apply to all establishments that
slaughter poultry other than ratites.
Under this final rule, all poultry
slaughter establishments must develop,
implement, and maintain written
procedures to ensure that carcasses
contaminated with visible fecal material
do not enter the chiller, and they must
incorporate these procedures into their
HACGCP plans, or sanitation SOPs, or
other prerequisite programs (also
referred to collectively as ““the HACCP
system” in this document). This final
rule also requires that all poultry
slaughter establishments develop,
implement, and maintain written
procedures to prevent contamination of
carcasses and parts by enteric pathogens

and fecal material throughout the entire
slaughter and dressing operation, and
that they incorporate their procedures
into their HACCP systems. At a
minimum, these procedures must
include sampling and analysis for
microbial organisms at the pre- and
post-chill points in the process to
monitor process control for enteric
pathogens, with some exceptions for
very small and very low volume
establishments. Establishments will be
required to maintain daily records
sufficient to document the
implementation and monitoring of these
procedures. These new requirements
will ensure that all poultry slaughter
establishments implement appropriate
measures to prevent contamination of
carcasses by enteric pathogens and
visible fecal material and that both FSIS
and establishments have the
documentation they need to verify the
effectiveness of these measures on an
ongoing basis.

FSIS is also rescinding the regulation
that requires that poultry establishments
test carcasses for generic E. coli to
monitor for process control. The generic
E. coli regulations will be replaced by
the new testing requirements described
above. The new testing requirements
will allow establishments to develop
sampling plans that are more tailored,
thus more effective in monitoring their
specific process control than the current

generic E. coli criteria. The Agency has
concluded that the use of generic E. coli
as an indicator for process control may
not be as useful in broiler operations as
originally thought. The Agency is taking
this action to allow establishments to
use other more relevant indicators of
process control. The Agency established
new performance standards for
Salmonella and Campylobacter in 2011
to more effectively manage these
pathogens (76 FR 15282). Therefore,
FSIS is removing the codified
Salmonella pathogen reduction
performance standards for poultry.

Finally, FSIS is removing the
prescriptive time and temperature
parameters from the chilling
requirements for RTC poultry and
instead is requiring that poultry
establishments incorporate procedures
for chilling poultry into their HACCP
systems. The Agency is also amending
the regulations to permit poultry
slaughter establishments to use (1)
approved online reprocessing
antimicrobial systems or (2) offline
reprocessing antimicrobial agents
including chlorinated water containing
20 ppm to 50 ppm available chlorine or
other antimicrobial substances that have
been approved as safe and suitable for
reprocessing poultry. Establishments
will be required to address the use of
online or offline reprocessing in their
HACCP systems.

TABLE 1—ESTIMATED NET SOCIAL BENEFITS FROM THE RULE (MILLIONS OF DOLLARS), ANNUALIZED OVER 10 YEARS
WITH A 7% DISCOUNT RATE, FOR VARYING PERCENT CHANGES THAT SWITCH TO NPIS

[Percentage of Industry that Switches to NPIS]

0% 10%

25% 50%

75% 90% 100%

NPIS:
Benefits:
Public health benefits
(10%, 90%)
FSIS net savings

0.0
0.0

1.0 (0.3 t0 1.7)

2.4 (0.8 to 4.3)
5.7

4.8 (1.61087)

2.3 11.4

7.2 (2.4 10 13.0)

8.6 (2.9 to 15.7)
20.5

9.6 (3.3 10 17.4)

171 22.8

Unquantified benefits ...

Increased flexibility for establishments to design and implement production measures tailored to their operations, in some cases
possibly including increased line speed up to 140 chickens or 55 turkeys per minute

Costs:

Costs to establishments 0.0

1.6 4.0 8.0

12.0 144 16.0

Unquantified costs

food or cooking it longer)

Industry cost of responding to new NPIS inspections in a manner that may lead to public health benefits (e.g., discarding contaminated

Mandatory Component:
Costs to establishments

9.1

9.1 9.1 9.1

9.1 9.1 9.1

Unquantified benefits ...
Unquantified costs

Potential additional public health benefits from documentation and testing

Industry cost of responding to information generated by documentation and testing in a manner that may lead to public health benefits

(e.g., discarding contaminated food or cooking it longer)

Total benefits (10%,

90%) i 0.0 3.3 (2.6 t0 4.0) 8.1 (6.5 to 10.0) | 16.2 (13.0 to 20.1)
Total costs .......ccceveeneee. 9.1 10.7 13.1 171
Net benefits (10%,

90%) e —-9.1 —-7.4(-81to -5 (—6.6to —09(-4.1+to

—6.7) —-3.1) 3.0)

24.3 (19.5 to 30.1)

3.2 (—1.6 10 9.0)

29.1 (23.4 to 36.2)
23.5

32.4 (26.0 to 40.2)
21.1 25.1

5.6 (—0.110127)| 7.3(0.91t0 15.1)
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FSIS presents the costs and cost
savings that would be generated over a
range of assumptions with respect to
how much of the industry will choose
to adopt NPIS within five years. These
estimates are scaled from an illustrative
calculation that assumes that all 219
small and large non-Traditional
establishments adopt NPIS, which,
while used to calculate potential
maximum effect, is not necessarily
FSIS’s assumption of the most likely
outcome. Later portions of the
regulatory impact analysis section
contain discussion of the uncertainty
surrounding the net benefits associated
with how much of the industry will
choose to adopt NPIS.
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I. Background

On January 27, 2012, FSIS published
the proposed rule, “Modernization of
Poultry Slaughter Inspection,” to
establish a new inspection system for
young chickens and turkeys. Under the
proposal, the new poultry inspection
system (NPIS) would have replaced the
current Streamlined Inspection System
(SIS), the New Line Speed Inspection
System (NELS), and the New Turkey
Inspection System (NTIS). The NPIS
that FSIS is adopting in this final rule
is consistent with the inspection system
that FSIS proposed in January 2012,
with modifications, which are described
below. However, in this final rule, FSIS
is not eliminating SIS, NELS, or the
NTIS, as was proposed. This final rule
will leave all existing inspection
systems in place to give establishments
the flexibility to operate under the
system that is best suited to their
operations.

In the proposed rule, FSIS also
proposed changes to the regulations that
would apply to all establishments that

slaughter poultry other than ratites.
FSIS is adopting these proposed
changes, with some modifications,
which are also described below.

When FSIS issued the proposed rule,
it initially gave the public until April
26, 2012, to submit comments. The
Agency later extended the comment
period until May 29, 2012. The public
meeting and the Agency’s decision to
extend the comment period are
discussed below.

Comment Period and Public Meeting

On March 21, 2012, FSIS held a
public meeting with its National
Advisory Committee on Meat and
Poultry Inspection (NACMPI) via Web
conference to discuss the January 2012
proposed rule to modernize poultry
slaughter inspection. FSIS held the
meeting in response to a request from
certain members of the committee. At
the meeting, FSIS provided an overview
of the proposed rule and then held an
open discussion with the committee
members. A transcript of the public
meeting is available on the FSIS Web
site at: http://www.fsis.usda.gov/wps/
portal/fsis/topics/regulations/advisory-
committees/nacmpi.

When the Agency held the public
meeting, the comment period for the
proposed rule was scheduled to close on
April 26, 2012. At the public meeting,
some of the committee members
representing consumer advocacy
organizations requested that FSIS
extend the comment period. A coalition
of consumer advocacy organizations
also submitted a written request for the
Agency to extend the comment period.
On April 26, 2012, FSIS announced that
it was extending the comment period
until May 29, 2012 (77 FR 24873).

In the Federal Register document that
announced the comment period
extension, FSIS explained that during
the comment period, the Agency had
met with a coalition of consumer
advocacy organizations and two trade
associations representing the poultry
industry to clarify certain aspects of the
proposed rule to help inform their
comments (77 FR 24873). Because the
issues addressed in these meetings may
have been relevant to the development
of other stakeholders’ comments, the
Federal Register document summarized
the issues raised at the meetings and the
Agency’s responses. In the Federal
Register document, FSIS also requested
additional comments on how it should
implement the final rule resulting from
the January 2012 proposal. The Agency
also requested available data on
potential worker safety issues associated
with increased line speeds. In addition,
the Agency explained that it had


http://www.fsis.usda.gov/wps/portal/fsis/topics/regulations/advisory-committees/nacmpi
http://www.fsis.usda.gov/wps/portal/fsis/topics/regulations/advisory-committees/nacmpi
http://www.fsis.usda.gov/wps/portal/fsis/topics/regulations/advisory-committees/nacmpi
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received a request to hold a public
technical meeting on the proposed rule,
but that the Agency did not believe that
such a meeting would be useful.

In developing this final rule, FSIS
considered all comments submitted in
response to the January 2012 proposed
rule, as well as those provided at the
NACMPI public meeting held in March
2012. Based on its analysis of the issues
and of the information provided by the
comments, FSIS made certain changes
to, and clarified certain aspects of, the
proposed regulations. Those revisions
are summarized below and are
discussed in detail in the Agency’s
responses to comments.

II. Summary of Modifications Made to
the Proposed Rule

In this document, FSIS is finalizing,
with some changes, the provisions in
the January 27, 2012, proposed rule
“Modernization of Poultry Slaughter
Inspection” (77 FR 4408). The Agency is
modifying the proposal to:

¢ Change the maximum line speed
permitted under the NPIS to 140 bpm
for young chickens, for entities that
chose to operate under NPIS. The
maximum line speed for turkeys will be
55 bpm, as was proposed;

e Leave all existing poultry
inspection systems in place and allow
young chicken and turkey slaughter
establishments that do not choose to
operate under the NPIS to continue to
operate under their current inspection
system;

¢ Continue to staff all establishments
that do not choose to operate under the
NPIS with the number of online
inspectors that they currently have;

¢ Allow young chicken
establishments that currently operate
under HIMP through a Salmonella
Initiative Program (SIP) waiver to
continue to operate under a waiver to
run at a maximum line speed of up to
175 bpm;

e Update the SIP waivers for young
chicken establishments currently
operating under HIMP to remove
aspects of HIMP that are inconsistent
with the NPIS;

o Establish a phased approach to
implement the NPIS in geographic
clusters;

o Establish separate applicability
dates for large, small, and very small
establishments to comply with the
provisions in the rule that prescribe the
new recordkeeping and microbiological
sampling requirements that will apply
to all establishments that slaughter
poultry other than ratites. The
applicability dates will provide
additional time for small and very small

establishments to comply with these
provisions;

e Revise the facilities requirements
for the NPIS to require that the online
carcass inspection platform be height
adjustable;

e Clarify that the records that
establishments operating under the
NPIS are required to maintain to
document that the products resulting
from their slaughter operations meet the
definition of RTC poultry are subject to
review and evaluation by FSIS
personnel;

e Revise the proposed regulation that
prescribes maximum line speed rates
under the NPIS to emphasize
establishments’ existing legal obligation
to comply with the Occupational Safety
and Health Administration’s
regulations;

o Establish a new subpart in the
regulations that requires each
establishment that participates in the
NPIS to submit on an annual basis an
attestation to the management member
of the local FSIS circuit safety
committee stating that it maintains a
program to monitor and document any
work-related conditions of
establishment workers. Current young
chicken HIMP establishments that will
be operating under the updated SIP
waivers described above will be
required to submit the annual
attestation as a condition of their
updated waivers;

e Permit very small and very low
volume establishments to conduct
sampling for microbial pathogens only
at the post-chill point in the slaughter
and dressing process to monitor their
process control procedures instead of
requiring sampling at pre- and post-
chill, as was proposed;

e Prescribe a minimum frequency
with which all establishments that
slaughter poultry other than ratites will
need to conduct testing for microbial
organisms to monitor the effectiveness
of their process control procedures; and

¢ Revise the definition for “‘air chill”
to allow an antimicrobial intervention to
be applied with water at the beginning
of the chilling process if its use does not
result in any net pick-up of water or
moisture during the chilling process.
The initial antimicrobial intervention
may result in some temperature
reduction of the product if the majority
of temperature removal is accomplished
exclusively by chilled air.

In addition, because the proposed pre-
and post-chill sampling requirements
will not apply to ratite slaughter
establishments, FSIS is retaining the
generic E. coli testing regulations as they
apply to ratites only, but is rescinding
the provisions in these regulations that

apply to all other poultry classes.
Poultry establishments other than
establishments that slaughter ratites will
be required to comply with the new
sampling requirements prescribed in
this final rule.

III. Comments and Responses

FSIS received over 250,000 comment
letters in response to the January 2012
proposed rule. Most comments were
submitted as part of organized write-in
campaigns. The Agency also received a
petition that included approximately
150,000 signatures and form letters
before the comment period closed. The
Agency received two petitions in
November 2012, after the comment
period had closed. One of these
petitions included approximately
180,000 signatures and 13,000
comments, and the other included over
3,500 signatures. FSIS received an
additional petition in September 2013
with approximately 43,000 signatures.
All of the petitions requested that the
Agency withdraw the proposed rule.
The issues raised in the petitions and
comments submitted in November 2012
and September 2013 are similar to the
issues raised by the petition and
comments submitted during the
comment period. Therefore, the Agency
will address the issues raised in all of
the petitions and associated comments
in this document.

Most of the individual comments
were submitted as part of various write-
in campaigns initiated by consumer
advocacy organizations, labor unions,
animal welfare organizations, and
worker and human rights advocacy
organizations. FSIS also received
individual comments from private
citizens, inspection personnel, and
members of labor unions.

In addition to the individual
comments, form letters, and petitions,
the Agency also received approximately
120 separate comment letters from trade
associations representing the poultry
industry, companies that conduct
poultry slaughter operations, consumer
advocacy organizations, public health
organizations, labor unions, animal
welfare advocacy organizations,
members of academia, a State
Department of Agriculture, and worker/
immigrant/human rights advocacy
organizations. Following is a summary
of the comments and FSIS’s responses.

A. NACMFI Meeting and Public Process

Comments: Several consumer
advocacy organizations expressed their
concern that FSIS published the
proposed rule in the Federal Register
before it consulted with the NACMPI.
According to the comments, the Agency
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is required to consult with members of
the NACMPI before proposing changes
to its meat and poultry inspection
program, and that the Agency should
have consulted with the NACMPI before
publishing the proposed rule to
modernize poultry slaughter inspection.

Response: FSIS held the March 21,
2012, NACMPI public meeting in
response to a request from certain
committee members representing
consumer advocacy organizations that
the Agency convene the committee to
discuss the proposed rule. At the
meeting, FSIS made clear that it was
interested in the committee’s comments
and suggestions, but that the Agency
was not seeking consensus from the
committee.

FSIS disagrees that the Agency was
required to consult with the NACMPI
before proposing changes to its poultry
inspection program. Under the Federal
Meat Inspection Act (FMIA) and Poultry
Products Inspection Act (PPIA), the
Secretary is authorized to “appoint
advisory committees consisting of such
representatives of appropriate State
agencies . . . to consult with him
concerning State and Federal programs
with respect to [meat and poultry]
inspection and other matters within the
scope of this chapter. . .” (21 U.S.C.
661(a)(4) and 21 U.S.C. 454(a)(4)). The
Secretary of Agriculture established the
NACMPI to provide advice concerning
State and Federal programs with respect
to meat and poultry inspection, food
safety, and other matters that fall within
the scope of the FMIA and PPIA. Under
the NACMPI Charter, FSIS consults
with the committee in carrying out its
specific responsibilities under 21 U.S.C.
607(c), 624, 645, 661(a)(3), and 661(c) of
the FMIA and 21 U.S.C. 454(a)(3),
454(a)(4), 454(c), 457(b), and 460(e) of
the PPIA. These sections address: Type
styles and sizes of labeling; definitions
and standards of identity or
composition; standards of fill of
container; consistency of Federal and
Federal-State standards; storage and
handling regulations; exemption of
establishments subject to non-Federal
jurisdiction; Federal provisions
applicable to State or Territorial
business transactions of a local nature
and not subject to local authority; scope
of cooperation; and State meat
inspection requirements. Thus, the
NACMPI charter does not require that
FSIS consult with the NACMPI before
proposing changes to its poultry
inspection program, although the
Agency conducted a public meeting
after the proposed rule was issued to
seek feedback on the proposal.

Comment: Some consumer advocacy
organizations noted that FSIS decided

not to hold a technical public meeting
as requested by a coalition of consumer
advocacy organizations.

Response: As stated in the Federal
Register comment period extension
document, FSIS decided not to hold a
public technical meeting on the
proposed rule because the Agency did
not believe that such a meeting would
be useful (77 FR 24873). In April 2012,
in response to a request from a group of
consumer advocacy organizations, FSIS
extended the comment period for the
proposed rule. In the Federal Register
document that announced the comment
period extension, FSIS summarized
issues that were raised in separate
meetings with consumer and industry
stakeholders and clarified certain
aspects of the proposed rule to help
inform stakeholder comments. In that
document, the Agency also provided
additional information on worker safety
issues and its tentative strategy to
implement the NPIS, and it solicited
comments and data on both issues. As
such, FSIS provided the public with all
of the information it might have during
a technical meeting, but through the
public comment process. Thus, the
process for developing this final rule
was open and transparent and provided
several opportunities for stakeholder
input.

Comment: One public health
association said that FSIS failed to
comply with E.O. 12866 and E.O. 13563
requirements with respect to public
participation. The comment said E.O.
13563 requires that agencies make all of
the documents they rely on to justify
rules available to the public, and FSIS
did not do so. According to the
comment, as of May 19, 2012, more than
80 days after the proposal was
published, there were only two
documents in the public record posted
by USDA at Regulations.gov, the
January 27, 2012, and April 26, 2012,
Federal Register document. The
comment said that only 12 records are
posted on the FSIS Web site. According
to the comment, the public is unable to
provide informed comments when the
underlying records used to develop the
proposed rule are not available for
review.

A labor union criticized the Agency
for publishing a complex statistical
analysis while providing little raw data
in the supporting documents. The
comment also questioned whether the
comment period for the proposed rule
provided sufficient time for
stakeholders to adequately consider the
supporting data.

Response: The Agency plans to post
supporting documentation for this final
rule and future Agency rulemakings on

Regulations.gov. Although FSIS
acknowledges that the underlying
records used to develop the proposed
rule were not posted on
Regulations.gov, the proposed rule and
all related documents, including
supporting materials, were posted on
the FSIS Web site when the proposed
rule published in the Federal Register.
The supporting materials included the
Evaluation of the HACCP-Based
Inspection Models Project; the draft
2011 FSIS Risk Assessment for Guiding
Public Health-Based Poultry Slaughter
Inspection; the Agency’s response to
Peer Review Comments on its draft 2008
Risk Assessment for Guiding Public
Health Risk-Based Poultry Slaughter
Inspection; and the On-Line and Off-
Line Reprocessing In-Plant Trial
Analysis. The supporting data for the
analyses in the Evaluation of the
HACCP-Based Inspection Models
Project are presented in tables in the
report and in the appendices. The data
and modeling methods used in the 2011
FSIS Risk Assessment for Guiding
Public Health-Based Poultry Slaughter
Inspection are also fully described in
the Appendix to that document.

The proposed rule and the Federal
Register document extending the
comment period for the proposed rule
were posted on both the FSIS Web site
and Regulations.gov when those
documents published in the Federal
Register. The preamble to the proposed
rule includes the FSIS Web site link to
the related materials and supporting
documents, and it explains that these
documents are also available in the FSIS
docket room. These materials have been
available on the Agency’s Web site
during the entire comment period and
remain available at: http://www.fsis.
usda.gov/wps/portal/fsis/topics/
regulations/federal-register/proposed-
rules/proposed-rules-2012/!ut/p/a1/
jZDBCoJAEIafpQeQnVURPdqCpaUik
dleYsHVFsxdVuvQ06d0UpKcOf3w
XzMIIoKRFv2EjXrhWxZM2bq3CADB
3sEojTwAwgTK8jdZIfBxgNwn(QAeHo
E8Sw-EgJtYK sL480 frRCYOqYxD
WiivV3Q7SVREXFS65ZY2hei6 7nGhVK
SyU7Xhr62fBung0Ts
IkuiE51gleddCd7HyUWpPYc-PGPL
7B8sHqci_dx64XC33wAFla5ew!!/?1dmy
&current=true&urile=wem % 3apath %3
a% 2Ffsis-content % 2Finternet % 2Fmain
% 2Ftopics % 2Fregulatory-compliance
% 2Fhaccp % 2Fhaccp-based-inspection-
models-project% 2Fhimp-study-plans-
resources % 2Fpoultry-slaughter-
inspection.

With respect to the comment that said
that FSIS did not provide sufficient time
for public comment, E.O. 12866, as
supplemented by E.O. 13563, states that
agencies are to “‘afford the public. . .
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with a comment period that should
generally consist of not less than 60
days.” FSIS provided a 90-day comment
period for the proposed rule and then
extended it for an additional 30 days.
The Agency believes that the public had
ample time to consider the issues raised
in the proposed rule and supporting
documentation in order to develop their
comments.

Comment: A consumer advocacy
organization criticized the Agency for
including the anticipated cost savings
from the proposal in the Agency’s 2013
proposed budget to Congress before the
public comment period for the proposal
closed.

Response: The Agency concluded that
an open, transparent, and effective
budgetary process requires that the
Agency report on the rule and the
associated estimated budget. In
addition, the Appropriations Committee
Report that accompanied the FY 2013
appropriations bill directs the Agency to
notify the Committee of the status of the
rule not later than September 15, 2012.2

B. The HIMP Report

In the proposed rule, FSIS explained
that it was proposing to establish a new
system of inspection for young chickens
and turkeys based on its experience
under the HACCP-based Inspection
Models Project (HIMP) pilot study (77
FR 4421). As discussed in the proposal,
FSIS initiated the HIMP pilot study in
20 young chicken and 5 turkey slaughter
establishments on a waiver basis after
the Agency implemented the 1996
HACCP regulations. Similar to the NPIS,
under HIMP, establishment personnel
are responsible for sorting carcasses,
disposing of carcasses affected with
conditions that would require that they
be condemned, and conducting any trim
and reprocessing that they believe
necessary to correct removable defects.

In the HIMP inspection system, a
single FSIS online carcass inspector (CI)
visually inspects every carcass at a fixed
point on the evisceration line
immediately before the chiller. Under
HIMP, an offline verification inspector
(VI) is responsible for conducting
system verification activities that the
Agency has concluded will be more
effective in ensuring food safety, such as
conducting offline carcass verification
checks for septicemia/toxemia and
visible fecal contamination, collecting
samples for pathogen testing, and
verifying the effectiveness of an
establishment’s HACCP system by,
among other activities, reviewing the

2House Appropriations Committee report, p. 23
(http://appropriations.house.gov/uploadedfiles/
hrpt-112-ap-fy13-agriculture.pdf).

establishment’s HACCP plan and
HACCP monitoring records, observing
establishment employees performing
tasks specified in the HACCP plan,
reviewing and determining the
adequacy of the corrective actions taken
by the establishment when a deviation
occurs, and conducting measurements
of critical control points (CCPs). The
Agency analyzed the data collected from
the HIMP study and prepared a written
report that presents an evaluation of the
model tested (see the “HIMP Report,”
available on the Agency’s Web site at:
http://www.fsis.usda.gov/wps/wem/
connect/fcd9ca3e-3f08-421f-84a7-
936bc410627c/Evaluation HACCP_
HIMP.pdf’MOD=AJPERES).

The HIMP Report assesses FSIS
inspection findings across four
interrelated inspection activities:

1. Inspection of each carcass by the CI
to determine whether the carcass is not
adulterated and thus eligible to bear the
mark of inspection.

2. Verification by VIs of the
establishment’s execution of its HIMP
process control plan, under which
establishment employees sort acceptable
and unacceptable carcasses and parts.

3. Verification of the establishment
executing its sanitation SOPs and
HACCP system.

4. Verification of the outcomes of the
establishment’s HIMP process control
plan, both organoleptic and
microbiological.

Inspection of each carcass by the CI
to determine whether the carcass is not
adulterated. Based on an analysis of
data collected from April 1, 2009,
through March 31, 2011, the HIMP
Report found that fewer than 0.0008
percent of the carcasses presented to the
CI were affected with septicemia/
toxemia, and fewer than 0.08 percent
had visible fecal contamination. Despite
these low rates, the Cls in HIMP
establishments detected carcasses
affected with septicemia/toxemia at a
rate of 0.000004 percent or 4 per 100
million carcasses slaughtered and
carcasses with visible fecal
contamination at a rate of 0.0009
percent or 9 per 1 million carcasses
slaughtered.

Verification by VIs of the
establishment’s execution of its HIMP
process control plan. The HIMP Report
compares the ratio of all offline
inspection procedures conducted in
HIMP and non-HIMP establishments in
calendar year (CY) 2010. FSIS
inspectors in HIMP establishments
perform offline inspection procedures to
verify that the establishments are
properly executing their HIMP process
control plans. This comparison shows
that overall in CY 2010, FSIS offline

inspection personnel performed 1.6
times more offline inspection
procedures in HIMP establishments
than in non-HIMP establishments.

Verification of the establishment
executing its sanitation SOPs and
HACCEP system. The sanitation SOP and
HACCP regulations are among the
regulations most strongly related to
public health. The HIMP Report’s
comparison of the ratio of offline
inspection procedures performed in
HIMP and non-HIMP establishments in
CY 2010 shows that FSIS offline
inspectors in HIMP establishments
performed about 3.0 times more